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21 CFR Ch. I (4–1–14 Edition) § 886.4790 

and § 820.198, with respect to complaint 
files. 

[52 FR 33355, Sept. 2, 1987, as amended at 53 
FR 35606, Sept. 14, 1988; 66 FR 38813, July 25, 
2001] 

§ 886.4790 Ophthalmic sponge. 
(a) Identification. An ophthalmic 

sponge is a device that is an absorbant 
sponge, pad, or spear made of folded 
gauze, cotton, cellulose, or other mate-
rial intended to absorb fluids from the 
operative field in ophthalmic surgery. 

(b) Classification. Class II. 

§ 886.4855 Ophthalmic instrument 
table. 

(a) Identification. An ophthalmic in-
strument table is an AC-powered or 
manual device on which ophthalmic in-
struments are intended to be placed. 

(b) Classification. Class I (general con-
trols). The AC-powered device and the 
manual device are exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter, 
subject to the limitations in § 886.9. The 
manual device is also exempt from the 
current good manufacturing practice 
requirements of the quality system 
regulation in part 820 of this chapter, 
with the exception of § 820.180, with re-
spect to general requirements con-
cerning records, and § 820.198, with re-
spect to complaint files. 

[55 FR 48443, Nov. 20, 1990, as amended at 59 
FR 63014, Dec. 7, 1994; 66 FR 38814, July 25, 
2001] 

Subpart F—Therapeutic Devices 

§ 886.5100 Ophthalmic beta radiation 
source. 

(a) Identification. An ophthalmic beta 
radiation source is a device intended to 
apply superficial radiation to benign 
and malignant ocular growths. 

(b) Classification. Class II. 

§ 886.5120 Low-power binocular loupe. 
(a) Identification. A low-power bin-

ocular loupe is a device that consists of 
two eyepieces, each with a lens or lens 
system, intended for medical purposes 
to magnify the appearance of objects. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 

subpart E of part 807 of this chapter, 
subject to the limitations in § 886.9. The 
device is also exempt from the current 
good manufacturing practice require-
ments of the quality system regulation 
in part 820 of this chapter, with the ex-
ception of § 820.180, with respect to gen-
eral requirements concerning records, 
and § 820.198, with respect to complaint 
files. 

[52 FR 33355, Sept. 2, 1987, as amended at 53 
FR 35607, Sept. 14, 1988; 66 FR 38814, July 25, 
2001] 

§ 886.5200 Eyelid thermal pulsation 
system. 

(a) Identification. An eyelid thermal 
pulsation system is an electrically- 
powered device intended for use in the 
application of localized heat and pres-
sure therapy to the eyelids. The device 
is used in adult patients with chronic 
cystic conditions of the eyelids, includ-
ing meibomian gland dysfunction 
(MGD), also known as evaporative dry 
eye or lipid deficiency dry eye. The sys-
tem consists of a component that is in-
serted around the eyelids and a compo-
nent to control the application of heat 
and pressure to the eyelids. 

(b) Classification. Class II (special 
controls). The special controls for this 
device are: 

(1) Appropriate analysis/testing 
should validate electromagnetic com-
patibility (EMC) and safety of exposure 
to non-ionizing radiation; 

(2) Design, description, and perform-
ance data should validate safeguards 
related to the temperature and pres-
sure aspects of the device, including 
during fault conditions; 

(3) Performance data should dem-
onstrate the sterility of patient-con-
tacting components and the shelf-life 
of these components; 

(4) The device should be dem-
onstrated to be biocompatible; and 

(5) Performance data should dem-
onstrate that any technological 
changes do not adversely effect safety 
and effectiveness. 

[76 FR 51878, Aug. 19, 2011] 

§ 886.5420 Contact lens inserter/re-
mover. 

(a) Identification. A contact lens 
inserter/remover is a handheld device 
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